JEPXKABHA CJ1YKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUTIBCBKIN OBJIACTI

npoe. Ceitmuunoi Hamii, 3, m.Kuig, 02099, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BHCHOBOK
PO AKICTh BBE3€HOI'0 B YKPaIHy JIiKapCbKOIo 3ac00y

24.10.2024 Ne 44026/24/10

OMEIIPA30JI AHAHTA

(HaifiMEeHYBaHHS JTIKApCLKOTO 3ac00y 3TiJIHO 3 peecTpalifHUM ITOCBITYCHHAM)
KancyJ/ju 3 moaupikopanuM BuBiibHeHHAM 10 20 mr no 10 kancya y Oaicrepi, no 3 6aicrepn
Y KapTOHHiH KOPoOIti

(popma BHITyCKY, 103yBaHHS, BH NAKYBaHHA JTKAPCHKOTO 3ac00Y)
Howmep peectpartiioro nocsimaenna UA/12374/01/01 crpox aii peectpaniiinoro nocsimaenns 01.01.2099
Cepis nikapeskoro 3acoby Ne E2414 KinbkicTs BBe3eHOTO Jlikapcekoro 3acoby 33029

Bupo6Hik Aprypa @apmacerotikans Ier. JIta., Inais

(HaliMeHyBaHHA BUPOOHHKA JTiKapchKoTo 3acoby, KpaiHa TIOX0KeHH:)

Beeseno B Ykpainy TosapucTBo 3 06mexkenol0 Bixnosinaanuicrio "CAHIAEPC JJIODT",
iment. xom: 41364731

(HaiiMenyBaHHA Ta ko1 3a €JIPTIOV ropuanuHoi ocobH abo npi3euie, iM'a, 10 6aTEKOBI (i3HdHOT
oco0H - minnpuemi, il Miciie NPOKUBAHHSA Ta peecTpaliiiiHuii HomMep o0TiKoBO1 KapTKY INIaTHHKA
nojartkis abo cepis Ta HOMep macrnopTa)

[potoko. Bizsyaasroro kortpoar Bix 20.09.2024 Ne 2619/2.
JlabopaTopuuil aHami3 AKOCTI JIKAPCHLKOTO 3ac00y 3aiHCHEHUIH:

JlaBopatopis 3 KOHTpoImo AKocTi dikapcbkux 3acobie TOB "JAOBPOBY T-JIIKMJIAB" (M. Kuis,
Byn. HoBropoa-CiBepcbka, 6y1.3, HSKUTIOBI NpUMinieHHs 92)

(nafiMeHyBaHHA Ta MicIle3HaX OJUKCHHS 1abopaTopil, 1o mpoBena 1abopaTopHUH aHai3 AKOCTI)
BHCHOBOK 1010 AKOCTi Mikapchkoro 3acoby, Bumanuii nabopatopiero Bin 24.10.2024 Ne 1646-24

PesynbTaTi Ta6opaTopHOro aHATi3Y SKOCTI TiKapehKOro 3aco0y 3a MEpEeRipeHHMM NOKa3HHKaMH BIIIMOBINAI0TH
BUMOIdM METOMIB KOHTPOMIO AKOCTI (aHATITHYHO-HOPMATUBHOT JOKYMEHTAITT).

3a  pesynbTaTaMHM  JEPKABHOTO KOHTPOJHK BCTAHOBICHO, MO JIKAPCHKMA 3acié BBeseHo B YKpaiHy 3

JAOTPHMAHHAM puMOr 3aKOHOABCTBA 00 3a0€3MeUeHHA AKOCTI TiKapChKHX 3ac00iB.
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OMEPRAZOLE ANANTA

modified-release capsules, 20 mz, No 38 (3 x10) in blisters
1 capsule contains: omeprazole (in the form of enteric pellets) - 20 mg
Manufacturer: Artura Pharmaceuticals Pvt.Ltd, Lic. 03/CT/AP/2016/F/R, 1505 Portia Road, Sri City SEZ, Satyavedu Mandal,
Chittoor Dist.-517 588, Andhra Pradesh, India for Ananta Medicare Ltd., Great Britain, GMP Ne071/2022/GMP,
Batch Ne E2414 Reg. cer. Mo UA/12374/01/01
Date of manfacturing: 05/2024 Date of expiry: 04/2027
Analytical Report: Ne:1P/24/0064 Batch Quantity: 33350 packs

Mo. Test Specification Result
upon manufacture | Jor the shelf life
1 | Appearance Hard gelatine capsules with pmk cap and transparent body, containing Complies
white pellets.
Identification The retention time of the major peak in the chromatogram of the assay Complies
- HPLC method preparation corresponds to the peak of omeprazole in the chromatogram
of the blank solution..
3 | Average mass of capsules 348 mg £10% 35121 mg
4 | Average mass of capsule 285 mg £10% 286.96 mg
content
5 | Uniformity of mass of Not more than 2 capsules may have deviation of the mass of capsule Min: -3.96%
capsule content content from the average mass of capsule content, exceeding 10 %, and Max: +5.21%
neither capsule may have deviation of the mass of capsule content from
the average mass of capsule content, exceeding 20 %.
¢ | Disintegration Not more than 30 minutes 5 min 21 sec
7 | Dissolution
(A) acid stage: No more than 15 % after 2 hours Complies
(B) buffer stage: Not less than 75 % (Q) afier 30 min Complies
8 | Uniformity of dosage units | AV not more than 15 AV 4.01
9 | Chromatographical Known impurities:
purity - impurity 1 (omeprazole N-oxide)- Not more than 0.5 % Not detected
- impurity 2 (2 mercapto-5- metoxy benzimidazole)- Not more than 0.5 % | 0.0014%
- impurity 3 (omeprazole sulphone)- Not more than 0.5 % 0.0101%
- impurity 4 (desmethoxy omeprazole)- Not more than 0.5 % 0.0032%
- impurity 5 (omeprazole sulphide)- Not more than 0.5 % 0.0121%
- impurity 6 (impurity A)- Not more than 0.5 % 0.0079%
- impurity 7 (impurity B)- Not more than 0.5 % 0.0021%
- the largest individual Unknown impurity- Not more than 0.2 % 0.099%
- total impurities- Not more than 2.5 % 0.196%
10 | Micrebiological purity It is acceptable in the preparation:
Total aerobic microbial count (TAMC) — not more than 10° CFU/g, 10 CFU/g
Total yeast and mould fungus (TYMC) - not more than 10* CFU/g. Nil
Escherichia coli is absent in 1 g of preparation. Absent
11 | Assay 19-21 mg (95 - 105% of claimed 18-22 mg (90 - 110% of claimed 20.09 mg
One hard gelatine capsule quantity) quantity) (100.45%)
contains:
Omeprazole(in the form of
enteric pellets)
12 | Packing 10 capsules in aluminium blister foil. 3 blisters with a package leaflet in a cardboard case.

Storage conditions: Store in the original packaging ata temperature not exceeding 25 °C. Keep out of reach of children.

Certify that the above information is true and accurate. This batch of product has been made (including packing and marking)
and conducted quality control at the above facility in accordance with the specifications contained in registered dossier. Reports

of production, packaging and analysis were reviewed and compliance with MQC is established.
REMARKS: THE PRODUCT COMPLIES AS PER MQC STANDARDS.

Name and post of person issuing the authorization of the batch.

Approved Brfg‘ivlahendran
Head-Qu hty
Date: 11/06A0TE

Checked By: P.Natarajan
Analyst -
Date:11/06/2024



JEPXKABHA CJ1YKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUTIBCBKIN OBJIACTI

npoe. Ceitmuunoi Hamii, 3, m.Kuig, 02099, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BHCHOBOK
IIPO AKICTh BBE3€HOI'0 B YKPaIHY JIiKapCbKOIo 3ac0o0y

24.10.2024 Ne 44025/24/10

OMEIIPA30JI AHAHTA

(HaifiMEeHYBaHHS JTIKApCLKOTO 3ac00y 3TiJIHO 3 peecTpalifHUM ITOCBITYCHHAM)
KancyJ/ju 3 moaupikopanuM BuBiibHeHHAM 10 20 mr no 10 kancya y Oaicrepi, no 3 6aicrepn
Y KapTOHHiH KOPoOIti

((popmMa BHIyCKY, 103yBaHHs, BHA AKYBAHHS JTIKAPCHKOTO 3ac00Y)
Howmep peectpartiioro nocsimaenna UA/12374/01/01 crpox aii peectpaniiinoro nocsimaenns 01.01.2099
Cepis nikapebkoro 3acoby Ne E2413 Kinbkicts BBe3eHoro mikapeskoro 3acody 33036

Bupo6Hik Aprypa @apmacerorikans [Ter. JIta., Inais

(HaliMeHyBaHHA BUPOOHHKA JTiKapchKoTo 3acoby, KpaiHa TIOX0KeHH:)

Beeseno B Ykpainy TosapucTBo 3 06mexkenol0 Bixnosinaanuicrio "CAHIAEPC JJIODT",
iment. xom: 41364731

(HaiiMeHyBaHHA Ta ko1 3a €JIPTIOVY ropuamuHoi oco6H abo npi3sHIe, iM', o 6aTbKOBi (izHuHoi
oco0H - minnpuemi, il Miciie NPOKUBAHHSA Ta peecTpaliiiiHuii HomMep o0TiKoBO1 KapTKY INIaTHHKA
nojartkis abo cepis Ta HOMep macrnopTa)

[potoko. Bisyaasroro kortpoar iz 20.09.2024 Ne 2619/1.
JlabopaTopuuil aHami3 AKOCTI JIKAPCHLKOTO 3ac00y 3aiHCHEHUIH:

JlaBopatopis 3 KOHTpoImo AKocTi dikapcbkux 3acobie TOB "JAOBPOBY T-JIIKMJIAB" (M. Kuis,
Byn. HoBropoa-CiBepcbka, 6y.3, HOKUTIOBI IpuMimeHHS 92)

(nafiMeHyBaHHA Ta MicIle3HaX OJUKCHHS 1abopaTopil, 1o mpoBena 1abopaTopHUH aHai3 AKOCTI)
BHCHOBOK 10,10 AKOCTi Jlikapchkoro 3acoby, Bumanuii nabopatopiero Bix 24.10.2024 Ne 1645-24

PesynbTaTi Ta6opaTopHOro aHATi3Y SKOCTI TiKapehKOro 3aco0y 3a MEpEeRipeHHMM NOKa3HHKaMH BIIIMOBINAI0TH
BUMOIdM METOMIB KOHTPOMIO AKOCTI (aHATITHYHO-HOPMATUBHOT JOKYMEHTAITT).

3a  pesynbTaTaMH  JEPKABHOTO KOHTPOJK BCTAHOBICHO, IO Jlikapchkuid 3aci® BBe3enHo B Ykpainy 3

JAOTPHMAHHAM puMOr 3aKOHOABCTBA 00 3a0€3MeUeHHA AKOCTI TiKapChKHX 3ac00iB.
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W ZOLE ANANTA

modified-release capsules, 20 mg, No 30 (3 x10) in blisters

1 capsule contains: omeprazole (in the form of enteric pellets) - 20 mg

Reg. cer. Me UA/12374/01/01
Date of expiry: 04/2027
Batch Quantity: 33350 packs

Manufacturer: Artura Pharmaceuticals Pvt.Ltd, Lic. 03/CT/AP/2016/F/R, 1505 Portia Road, Sri City SEZ, Satyavedu Mandal,
Chittoor Dist.-517 588, Andhra Pradesh, India for Ananta Medicare Ltd., Great Britain, GMP NeG7 1/2022/GMP. :
Baich Ne E2413

Date of manfacturing: 05/2024
Analytical Report: Ne:IP/24/0050

No. Test Specification Result
upon manufacture | for the shelf life
1 | Appearance Hard gelatine capsules with pink cap and transparent body, containing Complies
white pellets. :
Identification The retention time of the major peak in the chromatogram of the assay Complies
- HPLC method preparation corresponds to the peak of omeprazole in the chromatogram
of the blank solution.,
3 | Average mass of capsules 348 mg +£10% 348.96 mg
4 | Average mass of capsule 285 mg £10% 283.21 mg
content
5§ | Uniformity of mass of Not more than 2 capsules may have deviation of the mass of capsule Min: -4.76%
capsule content content from the average mass of capsule content, excesding 10 %, and Max: +4.31%
neither capsule may have deviation of the mass of capsule content from
the average mass of capsule content, exceeding 20 %.
6 | Disintegration Not more than 30 minutes 5 min 39 sec
7 | Dissolution
(A4) acid stage: No more than 15 % after 2 hours Complies
(B) buffer stage: Not less than 75 % (Q) after 30 min Complies
8 | Uniformity of dosage units | AV not more than 15 AV 3.96
9 | Chromatographical Known impurities:
purity - impurity 1 (omeprazole N-oxide)- Not more than 0.5 % Not detected
- impurity 2 (2 mercapto-5- metoxy benzimidazole)- Not more than 0.5 % | 0.0012%
- impurity 3 (omeprazole sulphone)- Not more than 0.5 % 0.0121%
- impurity 4 (desmethoxy emeprazole)- Not more than 0.5 % 0.0022%
- impurity 5 (omeprazole sulphide)- Not more than 0.5 % 0.0104%
- impurity 6 (impurity A)- Not more than 0.5 % 0.0098%
- impurity 7 (impurity B)- Not more than 0.5 % 0.0011%
- the largest individual Unknown impurity- Not more than 0.2 % 0.102%
- total impurities- Not more than 2.5 % 0.212%
10 | Microbiological purity It is acceptable in the preparation:
Total acrobic microbial count (TAMC) — not more than 10° CFU/g, 20 CFU/g
Total yeast and mould fungus (TYMC) - not more than 10> CFU/g. Nil
Escherichia coli is absent in 1 g of preparation. Absent
11 | Assay 19-21 mg (95 - 105% of claimed 18-22 mg (90 - 110% of claimed 20.19 mg
One hard gelatine capsule quantity) quantity) (100.95%)
contains:
Omeprazole(in the form of
enteric pellets)
12 | Packing | 10 capsules in aluminium blister foil. 3 blisters with a package leaflet in a cardboard case.

Storage conditions: Store in the original packaging at a temperature not exceeding 25 °C. Keep out of reach of children.

Certify that the above information is true and accurate. This batch of product has been made (including packing and marking)
and conducted quality control at the above facility in accordance with the specifications contained in registered dossier. Reports

of production, packaging and analysis were reviewed and compliance with MQC is established.
REMARKS: THE PRODUCT COMPLIES AS PER MQC STANDARDS.

Name and post of person issuing the authorization of the batch.

Checked By: P.Natarajap

Analyst (p
Date:11/06/2024 }

®

Approved p@ahendran

Head-Qualit 4 s
Date: 11/06/2024


http://www.tcpdf.org

